662.

662.

662.
662.
662.
662.

662.

662.
662.

662.

01

02

03
04
05
06

07

08
09

10

COVMONVEALTH OF MASSACHUSETTS
DEPARTMENT OF CORRECTI ON
HEALTH SERVI CES DI VI SI ON

103 DOC 662
CLI Nl CAL TRI ALS AND MEDI CAL RESEARCH | NVOLVI NG
| NVATE PARTI CI PATI ON
TABLE OF CONTENTS

General Quidelines for dinical Trials and Medi cal

Research Involving Inmate Participation............. 2
Application Process to Conduct Cinical Trials Using

Inmate Volunteers. . ....... ... . . i, 2
Approval Process (Cinical Trials).................. 3
Enrol Il ment of Inmate Volunteers in Cinical Trials.. 5
Costs Related to Clinical Trials ................... 6
Appl i cation Process to Conduct Medical Research Using
Inmate Volunteers. . ....... ... . . i, 6
Approval ProCess. ....... ... ... 8
COSt S, 9

Conti nued Participation of Inmates Enrolled in
Clinical Trials or Medical Research Prior to
lncarcerati on. . ... .. 9
Clinical Trial and Medical Research Results........ 10

Attachnent 1 Checklist for Review and Approval of Cinical

Drug Trials..... .. ... . i 11

Attachment 2 | ndemmi fication Agreenent - Clinical Trials... 13



MASSACHUSETTS DEPARTMENT COF D VI SI ON: HEALTH SERVI CES
CORRECTI ON

TITLE: CLINICAL TRI ALS AND MEDI CAL NUMBER: 103 DOC 662
RESEARCH | NVOLVI NG | NVATE
PARTI CI PATI ON

PURPOSE : The purpose of this policy is to establish guide-Ilines
and procedures for inmate participation in clinical
trials and nedical research

REFERENCES: 45 CFR 46
ME Ch. 124, Sec.1(c), (k),(Qq);
103 CWMR 180. 07, Septenber 1993)
ACA Standard: 3-4108, 3-4109, 3,4372,3-4373
NCCHC Standard: P-72

APPLICABILITY: Staff/Inmates PUBLIC ACCESS: Yes

LOCATION: DOC Central Policy File/Facility Policy File
Health Services Division Policy File
| nmat e Libraries

RESPONSIBLE STAFF FOR IMPLEMENTATION AND MONITORING OF POLICY:
Director of Health Services

PROMULGATION DATE: February 1997 EFFECTIVE DATE: March 15, 1997

CANCELLATION: This policy cancels all previous departnment policy
statenents, bulletins, directives, orders, notices,
rules and regulations regarding clinical drug trials and
medi cal research involving inmates which are inconsistent
with this policy.

SEVERABILITY CLAUSE: If any part of this policy is for any reason
held to be in excess of the authority of the
conm ssioner, such decision will not affect any other part

of this policy.
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662. 01

662. 02

General Guidelines for dinical Trials and Medi cal Research
| nvol ving I nmate Partici pation

1. All clinical trials conducted under this policy shall
conform to the requirenents of the code of federa
regul ati ons (45 CFR 46) est abl i shing speci al
provi sions which protect prisoners involved as human
subjects in research activities, and applicable
Massachusetts | aw,

2. All clinical trials projects nust be reviewed and
approved by the director of health services prior to
any inmate enrollnment. Such trials nust also be
reviewed and approved by the Lenuel Shattuck Hospita
Institutional Review Board (I RB)

3. Inmates may enroll in clinical trials only upon the
recommendation and approval of the departnent’s
contractual nedical director or his designee.

4. Cinical trials shall afford the potential of clinical
benefit to the individual inmate. Inmates shall not be
permtted to participate in phase | clinical trials,
directed at determning toxicity |level of drugs.
| nmates shall not be permitted to enroll in clinica
trials not generally available to the comunity at
| ar ge.

5. The contractual nedical provider for the departnent

shal |l establish procedures relating to the enroll nent
of inmates in clinical drug trials.

6. Each proposal for nedical research that may involve
inmate volunteers or may involve review of inmate
medi cal records by an outside organization, shall be
submtted in witing to the Director of Health
Servi ces.

Application Process to Conduct dinical Drug Trials Using
| nmat e Vol unt eers

Each proposal for a clinical trial seeking inmate
enrol Il ment shall be submtted in witing to the director of
health services. Such proposal shall contain, but not be
l[imted to, the followi ng information
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10.

11.

12.

Title of trial;
Nane, addr ess, t el ephone nunber of princi pa
i nvesti gator, and designated supervisory clinical
research staff;

A summary of the potential diagnostic or therapeutic
gains of the clinical trial;

An analysis of the efficacy and/or associated risks of
the alternative therapy or diagnostic procedures;

A copy of the research protocol

A statenment as to the place, time period for the
trial;

The procedures for selection of inmate vol unteers;
Copi es of the informed consent forns;

Procedures for obtaining consent from potential inmate

volunteers, including procedures for insuring that
information is presented in bilingual |anguages as
necessary;

Security precautions to protect confidentiality and
privacy of inmate vol unteers;

A statenment as to any costs to be borne by the
departnent of correction (DOC), direct or indirect,
associated with the clinical trial.

A conpleted and signed Massachusetts departnent of
correction indemification agreenent (see attachnent
2).

662. 03 Approval Process

1

December 2014

Adm ni strative Approva

The review and approval process begins wth an
admnistrative review by the director of  health
services. The application wll be referred to the
Lenuel Shattuck Hospital IRB only after it is
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2.

December 2014

determined that it is appropriate for Massachusetts

DOC |

a.

| nsti

nmates to be included in the proposed trial.

The director of health services in consultation
wi th such nedical providers and/or consultants as
deened necessary, wi | | review all pr oposed
clinical trials. A copy of each such proposal
shall be sent to the nmedical director for review
A copy of such proposal shall also be forwarded
to the central office research division of the
DCC.

The director of health services wll approve or
di sapprove of the proposed clinical trial based
on the appropriateness of the proposal within the
correctional envi ronnent . The adm ni strative
review period commences when the director of
health services has received a conplete proposal.

If the proposal is deened appropriate by the
director of health services, it will be sent to
t he LSH | RB for clinical revi ew and
consi derati on. The | RB w | subm t a
recomendation to the director of health services
and she/he wll then notify the applicant of the

| RB det erm nati on.

| f the proposal provides for inmate enrollnent in
existing trials which have already received the
appropriate | RB approval, the director of health
services wll render a decision wthin a
reasonable time after receiving the information
required by section 662.01, section 1, of this

policy.

tutional Review Board Revi ew and Recommendati on

The IRB, as defined by this policy, shall review
a proposed clinical trial involving innmate
volunteers and provide the director of health
services wwth its determination in witing.

The IRB shall include, but not be limted to the
fol |l ow ng nenbers:

i Seni or nedi cal consultant for the DOC;
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ii. an enployee of the health services division
managenent staff;
iti. a prisoner advocate offering sufficient

credibility i ncl udi ng backgr ound and
experience to represent the ethical and
clinical interests of potenti al i nmat e

vol unt eers.

| nmates shall not be permtted to act as nenbers
of such board.

C. In reviewing clinical trials, the |IRB shal
ensure that:

i The risks involved with the clinical trials
are commensurate with risks that would be
accepted by non-inmate vol unt eers.

ii. The clinical trial affords the potential of
clinical benefit to the inmate vol unteer;
iii. No financial or other incentives, other than

the potential for clinical benefit, wll be
gained or offered to i nmate vol unt eers;

iv. Inmate participation shall not gain any
speci al advant ages (l'iving condi ti ons,

medi cal care, quality of food, anenities,
fi nanci al or parole incentives) t hr ough
participation in clinical trials that may
inpair their objectivity in deciding upon
partici pation;

V. The selection procedures for participation
are fair, inpartial, and wthout influence
from prison authorities or other inmates.
Control subjects, if applicable, should be

random y sel ected from t he prison
popul ati on;
vi. Information about participation should be

presented in a |anguage understandable to
the i nmate popul ati on

vii. The parole board shall provide assurance
that an inmate's participation in research
wll not be taken into account in nmaking

decisions regarding parole and each inmate
must be clearly inforned in advance that
such participation in the research will have
no effect on his/her parole;
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viii. Adequate arrangenents for follow up care

or examnation, if necessary, have

been made even for those inmates who have

served their sentences or have been paroled
during the clinical trial.

662. 04 Enrol | ment of | nmate Vol unteers

1

December 2014

Inmate participation in clinical trials wll be
authorized by the director of health services on a
case by case basis, after recommendation by the
medi cal director.

The nedical director or his designee shall conduct a

conplete physical examnation to determne the
inmate's appropriateness for participation in the
proposed clinical trial and shall provide his/her

witten determnation to the director of heal th
services pronptly.

The medical director or his designee shall perform a
conplete nental health evaluation to determne the
i ndi vidual's conpetency to understand and consent to
the clinical trial. Such witten docunentation shal

also be forwarded to the director of health services

pronptly.

The medi cal director's det erm nati on shal | be
docunmented in the nedical chart of the individual.

Al'l potential inmate volunteers shall be provided with
both verbal and witten explanations of all aspects of
the proposed research protocol, a discussion of the
risks and benefits of participation, a description of
avai |l abl e options for managenent and an assurance that
refusals to participate in, or any wthdrawal from
the clinical trials would not prejudice his or her
clinical care or prison status. Such information shal
be presented in |anguage which is understandable to
the i nmate vol unt eer

All inmates wll be given a copy of the inforned
consent (bilingual, if necessary) to review and sign.

An inmate's consent to participate in the clinical
trial nmust be fully docunented in the inmate's nedica
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662. 05

662. 06

record and a copy of the executed informed consent
formshall be included in the inmate's nedical record.

8. Confidentiality of inmates’ nedical histories and
records shall not be conprom sed during the clinica
trial. Record keepi ng requirenents are t he

responsibility of the clinical trial investigators in
col | aboration with the DOC s nedi cal provider.

Costs Related To Cinical Trials

The cost of the proposed clinical trial shall be the
responsibility of a clinical investigator and/or sponsor of
the clinical trial. Neither the DOC, nor the departnent's
contractual nedical provider, shall be responsible for
costs, direct or indirect, related to the participation of
inmate volunteers in clinical trials.

Application Process to Conduct Medical Research Using
| nmat e Vol unt eers

Each application/proposal to conduct nedical research using
i nmat e vol unteers shall contain, but not be limted to, the
foll ow ng information:

1. Title of the research proposal;
2. Nanes, addresses, telephone nunbers of the principal
i nvesti gator, and designated supervisory clinical

research staff;

3. An endorsenent by a recognized research organization
such as university, col | ege, private foundation
consulting firm or public agency that has a nmandate
to perform research certifying that the research
proposal is for wvalid scientific, educational, or
ot her public purpose;

4. A summary of the goals of the study and justification
for the research

5. A copy of the research protocol/design including:
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662. 07 Appr oval

departnment of correction resources and personnel
that may be needed, e.g., correction officer
coverage, space and equi pnent needs;

statenent as to the place and tine period for the
proj ect ;

The pr ocedur es for t he sel ecting i nmat e
vol unt eers/ subjects or records as appropriate to
the proposal, along with the criteria that wll
be used for selection;

Procedures for obtaining consent from potential
inmate  vol unteers, including procedures for
insuring that information is presented in
bi | i ngual | anguages as necessary.

procedures for data collection and copies of
research instrunents to be used, i ncl udi ng
i nterview schedul es, guesti onnaires, dat a
collection forns, tests, etc.;

details of conpensation, if any, to be paid to
i nmat e subj ect s;

security precautions to protect confidentiality
and privacy of inmate subjects;

a witten summary in layman’s |anguage and if
necessary in bilingual |anguage explaining the
st udy. A copy of the summary shall also be
provi ded to each subject;

witten agreenent to abide by any and all
requi renents of t he Comonweal t h of
Massachusetts, the departnment of correction 103
CVR 180, Regul ations CGoverning Research and
Eval uation, to the extent such regul ations apply
to the proposed nedical research study.

Process

1. Adm ni strative Approva

December 2014
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The review and approval process of nedical research
projects starts with an admnistrative review by the
Director of health services. Applications not in
conpliance with 103 DOC 662.07 will be returned with a
witten request for addi ti onal i nformation or
clarification as needed. Only after it has been
determined to be admnistratively appropriate for
Depart ment of Correction participation wll t he
application be referred to the nedical director of the
current contractual nedical provider.

Cont r act ual Medi cal Pr ovi der Revi ew and
Recomendat i ons

The nmedi cal di rect or of the current contract ua

medi cal provider wll review all proposed nedical
research projects. Additional consultation from DOC
medi cal consul tants, physicians enployed by the

contractual nedical provider in Mssachusetts or in
ot her locations may be requested. The nedical director
will submt comments and recommendations in witing to
the director of health services.

Superintendent (s) Coments and Recomrendati ons

Superintendents at facilities that may be inpacted by
t he proposed nedical research project will be asked to
submt comments and recommendations in witing to the
director of health services.

If, during the review process, additional information
is needed, the director of health services wll
request in witing that the principal investigator of
the proposed research project submt that information
inwiting to the director of health services.

Fi nal Deci si on Regardi ng Approva

Fi nal deci si ons r egar di ng participation by the
Massachusetts departnment of correction in any proposed
medi cal research projects wll be nmade in witing by

the director of health services as soon as possible
after the review process is conpleted.
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662. 08

662. 09

6. At the conclusion of the review process a copy of the
medi cal research proposal and the witten fina

decision will be sent to the director of DOC research
di vi si on.
Cost s
The cost of any nedical research project wll be the
responsibility of the principal investigator and/or the

sponsor of the research project. Neither the departnent of
correction, nor the contractual nedical provider shall be
responsible for <costs, direct or indirect, related to
medi cal research projects.

Continued Participation O Inmates Involved In dinical
Trials or Medical Research Prior to I ncarceration

When notified by an inmate allegedly involved in, or by a
sponsor of, a clinical trial or nedical research project
within a reasonable tine after adm ssion to the departnent,
the foll owm ng guidelines shall be foll owed:

1. The HSA shall contact the principle investigator of
the clinical trial or research project and request the
foll ow ng information:

a. a copy of the original informed consent signed by
the inmate/detainee at the tine of enrollnment in
the trial or research project;

b. a copy of the research protocol and | RB approval;
C. a copy of the on site supervision schedul e;
d. appropriate contact personnel with the drug trial

or research program

2. Submt the above information to the program nedi cal
director and the director of health services for
revi ew.

3. The facility nmedical director, in concert with the

regi onal nedical director, nust:
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a. review a copy of the study;

b. discuss the clinical trial/research project wth
the principal investigator;

C. notify the director of health services regarding
their opinion as to the continued participation
of the involved inmate in the particular drug
trial or research project;

d. if the program nedical director, director of
health services, and facility nedical director
are in agreenent that continued participation is
appropriate, the facility nedical director should
wite orders to allow continued participation in
the clinical trial or nedical research project by
the inmate invol ved,

e. update the inmate’s nedical record according to
appl i cabl e st andards.

4. Upon approval and witten physician orders, the HSA or
designee wll arrange authorization for entry into the
facility for the sponsored staff according to DOC
policy. The HSA or designee wll 1insure appropriate

medi cal staff are trained regarding nedications,
communi cation with research/clinical trial staff, and
proper record managenent.

662. 10 Cinical Trial and Medical Research Results

Resear ch
Director
facilities
or public
research

results/reports should be submtted to the
of health services and Superintendent(s) of
involved for review prior to dissem nation and
ation. Confidentiality of participants in the
project/clinical trial must be mai nt ai ned

according to applicable state and federal guidelines.

December 2014

662 - 11



Application Process:

103 DOC 662, Attachment 1
Page 1 of 1

Checklist for Review and Approval of Clinical Drug Trials

services

1. Title

2. Principle Investigator and
St af f

3. Certify That Application
Sent to LSH I RB

4. Summary of Benefits

5. Discuss Risks/Efficacy/
Alternatives

6. Copy of Protocol

Approval Process

Administrative Approval:

1

Director of health
services confers with
Depart nent Seni or Medi cal
Consul t ant

Director of health
services confers with
Medi cal Director of
Contractual dinica

Pr ovi der

Key Factor:
Appropri at eness of the
trial in the correctional
envi r onnent

| f appropriate, proposal
and comments sent to LSH
IRB for Cinical Review

| RB subm ts recomrendati on
to Director of Health
Servi ces

Director of health
services notifies the
applicant of |RB decision

December 2014

7.
8.

9.

10.

11.

12.

Submitted in witing to Director of health

Location and Ti me Period
Procedures for Sel ection of
Vol unt eer s

Copi es of Informed Consent
For ns

How to Cbtain Consent -
Bi I i ngual

Confidentiality/Privacy of
Vol unt eer s
Costs Associated with Tria

IRB Approval:

1

Comm ttee Menbers:

a. Departnent Senior
Consul t ant

b. Health Services D vision
Managenent Staff

c. Prisoner Advocate

d. LSH Menbers and Presenters

Medi cal

Conmi ttee Revi ew | ncl udes:

a. Risks
b. Benefits
c. No incentives offered
d. No speci al advant ages
of fered
e. Inpartial selection process
f. Language issues
g. No effect on parole
h. Follow up for inmates who

are di scharged/rel eased

Bi | i ngual Consent Forns

Medi cation contai ners

k. Potential transportation
i ssues

| . Research personnel
I nmat es

— —

access to
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103 DOC 662, Attachnment 1

Page 2 of 2

How does an 1inmate become enrolled i1In an approved Clinical Drug

Trial?

1. Determined on a case by case basis, after reconmmendation of
Medi cal Director;

2. Must have witten recommendation to Director of health services
upon conpl etion of physical exam nation;

3. Must have witten recommendation to Director of health services
upon conpletion of nental health eval uation;

4. Determnation of Contractual Provider's Medical D rector nmust be
docunented in the Medical Record;

5. Verbal and witten explanations of the clinical drug trial to the
i nmat e;

6. Signed informed consent obtained fromthe inmate;

7. Inmate's signed infornmed consent filed in his/her nedical record,

8. Coll aboration docunented between contractual nedical provider and

research staff regarding record Kkeeping and confidentiality
matters.
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103 DOC 662, Attachnent 2

Page 1 of 1
Indemnification Agreement
Clinical Trials
Massachusetts Department of Correction
The sponsor, , agrees to indemify

and hold the Comonwealth of Massachusetts, the Departnent of
Correction, its agents, officers and enployees, (nane of contractua
medi cal vendor), Inc., its agents, officers and enployees, harnl ess
from any and all clainms, debts, demands, costs, expenses, including
wi thout limtation, medical expenses, attorneys’ fees, liabilities,
and | osses, which my be asserted against the Comonwealth, the
Departnent of Correction, or (nanme of contractual nedical vendor),

inc., resulting from or arising out of the clinical drug trial
entitled:
The sponsor, , represents that the

consent form to be signed by each volunteer participant, contains a
full and conpl ete disclosure of any and all known or anticipated side
effects. If a volunteer participant in the custody of the Departnent
of Correction experiences an adverse reaction resulting from or
arising out of hi s/ her participation in the (trial namne) :
which requires nedica

services and/or treatnent, the sponsor

agrees to pay (nane of contractual nedical vendor), Inc., within 30
days of receipt of invoice for any and all nedical services or
treat nent rendered.

Title

Dat e
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